Additional Protections for Research Involving Cognitively Impaired Individuals by Lipkin, Scott J, DPM
Lehigh Valley Health Network
LVHN Scholarly Works
Network Office of Research and Innovation
Additional Protections for Research Involving
Cognitively Impaired Individuals
Scott J. Lipkin DPM
Lehigh Valley Health Network, Scott.Lipkin@lvhn.org
Follow this and additional works at: http://scholarlyworks.lvhn.org/network-office-research-
innovation
Part of the Health and Medical Administration Commons
This Poster is brought to you for free and open access by LVHN Scholarly Works. It has been accepted for inclusion in LVHN Scholarly Works by an
authorized administrator. For more information, please contact LibraryServices@lvhn.org.
Published In/Presented At
Lipkin, S. J. (2010). Additional Protections for Research Involving Cognitively Impaired Individuals. LVHN Scholarly Works. Retrieved
from http://scholarlyworks.lvhn.org/network-office-research-innovation/2
Additional Protections for Research Involving Cognitively Impaired Individuals
Lehigh Valley Health Network, Allentown, Pennsylvania
Although there are no federal regulations specifically written 
to address the needs of cognitively impaired research 
participants, the Lehigh Valley Health Network IRB follows 
and applies a modified version of the recommendations 
governing the conduct of research in children made by the 
National Commission for the Protection of Human Subjects 
of Biomedical and Behavioral Research.




















When applying to the IRB, the investigator must submit a Cognitively 
Impaired Supplemental Application Form and adress the following:








































	 	 	 -	 Use	of	an	independent	party	to	assess	the	capacity	of	a	potential	subject
	 	 	 -	 	Use	of	an	independent	monitor	to	observe	the	recruitment,	assessment,	and/or	the	informed	
consent	process
	 	 	 -	 	Use	of	informational	or	educational	techniques	to	assess	and	enhance	comprehension	at	each	
stage	of	the	research
	 	 	 -	 	Use	of	a	waiting	period	to	provide	additional	time	for	subjects	to	consider	participating	in	the	
research




IRB assures category specific
Requirements and additional
Requirements are met
During the convened IRB meeting, the
IRB requires the PI to describe their
Mechanism to approach potential
Subjects for inclusion in the research,
Establish capacity of subjects, and
Articulate their understanding of
Obtaining consent utilizing a LAR
IRB determines if the informed
Consent process should be observed
by the IRB Quality Specialist
Investigator submits Cognitively
Impaired Supplemental Application
Form to the IRB
